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FUNDING
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rmsdbcal Btsrature 19998 |adapted froem Guyatt GH, Sackett DL, and Cook O], and picted with
Feeal B cane: pera ctibioesess.

For esch new checklst, a group of experts were assembled 1o develap and piliot the checila
and the workshop format with which it would be used. Ower the years overall adjustmenks
Faaswe beon made 1o the formrat, But 3 recent survey of chascid ist wsesrs refberatesd that thae basic
format conterues 1o be useful amd apprcior ate.

Aaferencing: »o recosmmend using the Harvard style ctation, Le: Cntical Approisal Shiils
Programeme (A018). CASP {fnsert rame of chieckNst e, Codort Studpl Checkiist. fanbne)
Avafabic af; AL Accessan. DOie AOcessad.

BICASP this work k& lcensesd under the Creaxtise Commans Artribastion — Hon-Comemercial-

Share & like. Ta wiew a copy of this Boerse, wisit hthn:Sforeativeon mmeons. orel oerses yv-ne-
2y 3. Oy WA T3 p-ul. mat

Critiesl & pparsd vl Tl Frogrammns JEASF) part of Oaloed Cestse F'or Triphs velue esiteers lod wrese csep-uk sei
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Lampiran 4: The Cochrane collaborations tool for assessing risk of bias

Lz

Cochrane Collaboration’s tool for assessing risk of bias (adapted from Higgins and Altmani3)

Bias domain

Selection bias

Source of bias

Random sequence

Revi thors: judgment(a aslow,
Support for judgment unclear or high risk of
bias)

Diescribe the method used to generate the sllocation sequence Selection bizs (bizsed allocation
to interventions )

generation in sufficient detail to allow an assessment of whether it should  due toinadeguate generation of
a randomised
produce comparable groups SEQUENCcE
Alloc-ation concealmeant Diescribe the method used to conceal the allocation seguence  Selection bias (biased allocation
in to interventions)
sufficient detail to determine whether intervention sllecations  due to inadeguate concealment
of allecations
could have besn foreseen before or during enrolment before assignmeant
Performance bizs Blinding of participants and Describe all messures used, if any, to blind trial participants Performance bizs dus to
and knowledge of the
personnel® researchers from knowledas of which intervention a participant allecated interventions by
participants and
received. Provide any information relating to whether the personnel during the study
intended
blinding was effective
Detection bizs Blinding of cutcome Describe all measures used, if any, to blind outcome Detection bizs due to knowledge
assessment of the 3l
FssEssment” from. knowledge of which intervention a participant received. interventions by outcome
Issessment
Provide any information relating to whether the intended
biinding
was effective
Adttrition biss Incomplete outcome data® Describe the completeness of cutcome data for each main Adttrition bias due to amount,
nature, o handling
owtcoma, including attrition and exclusions from the analysis.  of incomplete ovtcome data
State whether attrition and exclusions were reponted, the
num bers
in each intervention group {compared with total randomised
participants), ressons for attrition or exclusions where reported,
and any reinclusions in analyses for the review
Reporting bias Selective reparting State how selective cutcome reporting was examined and what Reporting bizs due to selective
outcome
was found repoirting
Oither bizs Anything else, ideslly

Prespecified

State any important concems about bias not coversd in the Bias due to problems not
other coversd elsewhere
domains in the tool

4ssessments should be mads for 22ch main owtcome or class of ontcomss
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Lampiran 5: Level of evidence

STA020

‘Beanch

“OXTOrd Centre ror evidence-based

Oiford Cenre for Evidence-based Medicing - Levels of Evidence (March 2009) - CEBM

Medicine - Levels of Evidence
(March 2009)

What are we to do when the imesistible force of the need to offer clinical advice meets
with the immowvable object of flawed evidence? All we can do is our best: give the
advice, but alert the advisees to the flaws in the evidence on which it is based.

The CEBM Levels of Evidence 1° document sefs out one approach fo systematising

this process for different question types.

{For definitions of termnis used see our glossany s cebm.nebgiossary |}

Lewve D
sympion analy
prevalence
1a SR (with SR (with SR (with SR (with SR (with
homogeneity™) | homogeneity™) | homaogy ity™) | homogy ity™ ) | homogeneity™)
of RCTs of inception of Level 1 of prospective |of Level 1
cohort studies; | diagnostic pohort studies | economic
CDR™ studies; CDR”™ studies
wvalidated in with 1b
different studies from
populations different
clinical centres
1b Individual Individual ‘alidating™ Prospective Analysis
RCT (with inception cohort study cohort study based on
MIETon cohort study with good™ ™" | with good clinically
Confidence with = BO% reference follow-up™ ™™ | sensible costs
Interval™;) follow-up; standards; or ar
CDR~ CDR™ tested alternatives;
wvalidated in a | within one systematic
single clinical centre review(s) of
population the evidence;
and including
multi-way
sensifivity
analyses
1c All or none§ All or none Absolute All or none Absolute
Case-Series SpPins and CASE-SEMes better-value or
Sniouts™ ~ worse-valus
analyses ™ """
2a SR (with SR (with SR (with SR (with SR (with
homogeneity®} | homogeneity®) | homogeneity®) | homogeneity®) | homogenaity™)
héfps:fem.cebim netr2009ME odord-centre Dased leuets- 2008
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Chuferd Cinive o Bvidescs-baned Madicas - Lavals of Evidence [Warch 2000)- CEBR

= =
cohort shedies | shkdies shudies
o untregtad
COninl groups
In RCTs
Inciidual Refrospeciive | Exploratory™ | Retrospective | Analysls
cohort shady | cohort shedy | cohort sludy | cohorstudy, | basedon
{including low | or follow-up of |wih good™ == | ar poor Soliow- | clinkcally
qualily RCT, | unireated | refizrence up sensible cosis
£g.,<30% |coniol siandans; or
Tollow-up) paients Iman |CDR™ afer atemalves;
RCT, dervaion, or limiied
Derivation of | valdated ooy reviais) of
CDR™ or on split- ine evidence,
valdated an | samplegds or or Eingle
BplE- fiElekl== shudies; and
EAMplEgSh Including
only uEHaay
sereHhity
analyses
*Cuicomes” | “Culcomes” Ecological | AudEor
Fesearct Fessarch sudies oulcomes
Ecological FeEEar
studies
SR [WEn SR (wih =R wiih SR wiih
romogeneity”) homogeneily”) | homogenelty”) | romogenedty”)
of c3se- of 30 and af 3 and of 3k and
conbrol studles belter shudies | betier slutles | betier sluties
Irediiidual M- Mon- Analysls
Case-Conirol cangecutive | conseculve | basedon
Shudy shuay; or conorsudy, | Imien
witthout ar very imited | allemaives or
canslstently | populalion Ccosts, poor
appiled quaity
| refizrence esiimaizs of
standanis data, but
Incluging
SEFeEHLy
analyses
Incorporating
clinicaily
serelbie
variailans.
Casegeries  |Caseseres | Caseconirol | Casesanes | Analysls with
{and poor (and poor EiKY, poOr Of | or supsrseded | no sensikity
qualily conort | qualty non- rEfErEnce analysls
and case- prognasfic | ndependent | skandands
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L Couferd Cariie fer Badessstaned Matidiss - Livam of Evitence (Wanch 20000) - CEEM

5 | Expertopinion | Expert opinion | Expert cpinion | Expart apinian | Expest opinion
witnout without explict | without explictt | wiinout winout
explicit criical | crtical ol enpilct orfical | expllc erfical
appralsal, or  |appralsal, or  |appralsal o | appralsal or | appralsal or
based on based on [based an Dased on basad on
prysiciogy,  |physioiogy.  |physioiogy, | physiclogy, | economic

bench bench bench bench theory ar "first
reGealchor  |feseaichar  |researchor  |reseachor | principles”
“frst st Trst frst

pincples”  (prncples’  princples” | principles”

Produced by Boh Philps, Chs Ball, Dave Sackeft. Doug Badenoch, Sharon Siraus,
Brlan Haynes, Martin Dawes since Movember 1396, Updated by Jeremy Howick March
2008,

Motes

\UBers can aod 3 minus-sign ™" o denode ihe level of thak fals o provide a concusive
aneaer becauss:

+ EITHER a single resull with 3 wide Confidence Interval
+ OR 3 Systemalic Review aith Foublesome helenogensity.

MMBMNMMWWMD
recommendations.

By homogenaky we mean a sysiematlc review that |5 free of wormsame
varaions (hetemgensity) In ihe direclians and degrees of resulls bebaeen
Inchvidual séudies. Mot all systematic reviess win statisically sigrificant
hesenagenety nesd be womsame, and not all womsome heterogenefty need be
‘stallslically Sigrificant. As noled ahove, shades dsplaying wamsome
heserogensity should be toged with a - at the end of thelr deskgnated level,

Cilnizal Declsion Rule (These are aigorihmes or scong systems that lesd o a
progrosdc estimalion or 3 dagnosic categany.)

i |3eenote above for advice on hos i understand, rate and use ials or olher
GiLAiES W Wite comidence Intenals.

§ | Mieiwhen all palients died befiore the Fx became avalable, but some now

Gursive on it or when some patlents dled before the Rx became avallable, bt
name now de on i

§5 | By poor quality cohart shudy we mean ane that falled to cearty define
COMpaNsen Qroups andior falled o MESsUe expasures and outcomes In the
same |preferably binded), objective way In boih exposed and non-exposad
Individuals andior Talled to kdentify or appropriaisly control knoen comoundens
ardior falied io camy out 3 sufclkently long and complete Soliow-up of patients.
By poar quality case-cantrsd sfudy we mean one hat falled o dearly define
COMpENEEN Qroups andor falled 0 MESEIRE expOsUNes and outcomes In fhe

g et S Pl N0 O i - R o it Pt S -t - b oo P 00 T
__________________________________________________________________________________________|
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Cford Caniie for Evidasce-ted Miticiss - Liva of Evitenzs (Wanh 2000 - CEEN

Spil-sampie valdation Is achizved by coliecing all the Informaktion In 3 single
tranche. than arttfciaily dividing s Inko “derfvation” and “validation” samples.
An “Absolute SpPin” I5 & diagnostic Srding whose Specificy |s 5o high that a
Posiive resut rules-n the dagnasis. An “Absolule Sniout” |5 3 dagrosic
Tinding whees Sansmvity ks 50 nigh thal 3 Megative resul nues-out the
dlagnosis.

*i"i |Good betber, bad and worse refer io ihe comparisons betwesn treaiments In
terms of thalr clinkcal risks and benelits.

==+ | 3pod reforence standas e Independant of e test, and appiied bindly or
objeciively io appiled fo all patients. Poor reference standands are haphazardly
appilied, but il Independent of the fest. Use of a non-ndependent reference
standand {whare the test Is Incluted In the reference’, or whene ine ‘testing
affects the ‘refarence’] Impliss 3 level 4 sludy.

= === | Befier-vaue freatments are claany a5 good but cheaper, o betier a the same
or reduced cost. Warse-value irealments are a5 good and more expensive, o
warse and the equally or more expensive.

" |valdsting studies test the qualtty of 3 speciic diagnossic fest, based an pricr
evilencs. An explaratary siudy collects information and trasts he data je.q.
U=ing 3 regresslon analys!s) to ind which faciors are ‘signiicant.

™" | By poar qualty prognasilc cohart shudy we mean ane Inwhich sampling was
biased In tavour of patients wha aieady had e et outcome, or the
mEasuremant of CUBCCIMEE Was accomplishied In <50% of sludy palisnis, or
DUACIMES WeTe detemmingd in an uniinded, non-okjecive way, ar there was no
comection for confounding faciors.

| Good foliow-up In 3 diferentisl diagnoels shudy i =80%, with adequale time for
aliemalive dlagnoses io emerge (for exampie 1-6 manths acule, 1- 5 years
chranic)

Grades of Recommendation

A | comslstent level 1 siudies

B mmzwam:wmmwmamm1m

| leved 4 studies or extrapoialions from bevel 2 or 3 studles

O | lewel 5 evidence ar troubingly Incorsisient or Inconclushe studies of any level

*Extrapoiafions” are where dafa is Used i1 3 SEuaton that has palentiady cinicaly
Impariant d¥ierences than the orighal study stuation.

Al Righis Resersed. (¢} 2017 Cantre for Evidence-Basad Medicing - cebmunet

gttt o o o0 MO - - Lo P = e - b - e - 20O




Lampiran 6: Rekomendasi Persetujuan Etik

KEMENTERIAN PENDIDIKAN DAN KEBUDAYAAN
UNIVERSITAS HASANUDDIN FAKULTAS KEDOKTERAN

! KOMITE ETIK PENELITIAN KESEHATAN i
v RSPTN UNIVERSITAS HASANUDDIN —
L RSUP Dr. WAHIDIN SUDIROHUSODO MAKASSAR J
Y0045,

Sekretariat - Lantal 2 Gedung Laboratorium Terpadu
JLPERINTYS KEMERDEKAAN FAMPUS TAMALANRIA KM 10 MAKASSAR :
Contac Porson: dr. Agralrs Byt Miged PHD SpCK TEP, 0FI241G50853, 0411 5730003, Fax « 011581431

REKOMENDASI PERSETUIUAN ETIK
Nomar: 670/UN4.6.4.531/ PP36/ 2020
Tanggal: 21 Oktober 2020
Dengan Inl Menyatakan bahwa Protokol dan Dokumen yang Berhubungan Dengan Protokol
berikut ini telah mendapatkan Persetujuan Frilc

No Protokol UN20100585 No  Sponsor
S N - Protokol .
Peneliti Utama Etty.S.Kep,Ns | Sponsor
Judul Penehin Elekiivitas Penggunaan Madu Topikal Terhadap Penyembuhan Pressure
| Ulcer: A Systematic Review
No Versi Protokol 1 ' Tanggal Versi 19
|  Oktober
, ‘ | 2020
No Versi PSP Tanggal Versi L
Tempal Fakultas Keperawatan Universitas Hasanuddin Makassar
Penelitian
Jenis Review B Exempted Masa Berdaku | Frekuensi
21  Oktober | review
|| Expedited 2020 lanjutan
— sampai
‘ [: Fullhoard Tangga! 21 Oktoher
2021
Ketua Komisi ik Nama
Penelitian Prof.Drdr. Suryani As'ad, M.Sc,Sp.GK (K)
Kesehatan FKUH

Seleretaris Komisi  Nama
Etik  Tenelitian  dr. Agussalim Bukhari, MMed, Ph.D.Sp.GK (K) ol O
Kesehatan FKUIT % S

Kewajiban Penelit Utama: : \ =
o Menycrshkan Amandemen Protokol untuk persengoan sehelum A implementasikan

o Menyerahkan Laporan SAE ke Komisl Etik datam 24 Jam dan dilengkapt dalam 7 hart dan Lapor SUSAR dadam 72

Joen sctelalt Poodinl Uama menerima lapocan

s Menyerahkan Laporsn Kemajuan (progress report) sedap & bokan untuk penslitan resiko nnggl dan setap

setaliun watuk proclitdan restko rendiah
o Meanyerahkan laparan akhir setedah Pencl tian borakhis
o Melaparkan penyimpangan dart prokol yang disscupl (peotocol deviation / viokation)
® Mematuki semua peraturan yang ditentukan
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